IRB Review Preparatory to Research Form (Non-NSU Researcher –Outside Researcher Version)-Request for IRB to Waive Patient Authorization* 

*This form is to be used only for preparatory research. All waivers involved in actual research projects are required to be part of the normal application process required by the IRB

Section 1: To be completed by researcher (attach extra pages as needed)

Name of Researcher: ____________________________________________________

Title of Research Project:

______________________________________________________________________

______________________________________________________________________

Approval obtained from NSU clinic:  ______ (Yes)      ______ (No) 

Approval from NSU clinic obtained from:  ___________________   Date:  __________

A. Describe the specific Protected Health Information (“PHI”) that is needed for the preparatory

research:

______________________________________________________________________

______________________________________________________________________

______________________________________________________________________

B. Describe the reasons why the preparatory research could not practicably be done

without the PHI listed above:

______________________________________________________________________

______________________________________________________________________

______________________________________________________________________

______________________________________________________________________

C. Describe the reasons why the preparatory research could not practicably be done

without a waiver of authorization (i.e., describe reasons why it is not practicable to have

patients sign an authorization form or to gain authorization in another manner):

______________________________________________________________________

______________________________________________________________________

______________________________________________________________________

______________________________________________________________________

______________________________________________________________________

______________________________________________________________________

D. Describe why the information you need could not be attained through a de-identified

data set:

______________________________________________________________________

______________________________________________________________________

______________________________________________________________________

E. Describe your plan to protect identifiable information from improper uses and

disclosures: 

______________________________________________________________________

______________________________________________________________________

______________________________________________________________________

______________________________________________________________________

______________________________________________________________________

______________________________________________________________________

F. Describe your plan to destroy identifiable information at the earliest opportunity

consistent with conduct of your research protocol, including a description of when and

how the information will be destroyed:

______________________________________________________________________

______________________________________________________________________

______________________________________________________________________

______________________________________________________________________

______________________________________________________________________

______________________________________________________________________

G. Explain why there is no other alternate way to do this other than the granting of a

Waiver:  (Please note that neither the inconvenience nor cost of a possible alternative is a

valid reason for the granting of a waiver)

______________________________________________________________________

______________________________________________________________________

______________________________________________________________________

______________________________________________________________________

______________________________________________________________________

______________________________________________________________________

H.  Does the review involve records with special protection (i.e., alcohol or substance abuse records, HIV records or mental health records): __________ Yes*       _________ No 

*The applicable addendum form must be submitted with this request.

I.  I hereby certify and attest to the following: (Please initial by each statement):

· The use or disclosure is sought solely to review PHI as necessary to prepare the research protocol or other similar preparatory purposes and will not be used in any research prior to IRB approval    __________

·  The PHI will not be removed from the NSU clinic  ______

· The PHI is necessary for purposes of preparatory research _______

· I will not contact any patients or otherwise engage in patient recruitment _______

Signature of Researcher: _________________________________________________

Title: __________________________________________________________________

Relationship to NSU: _____________________________________________________

Address: ______________________________________________________________

Phone contact: _____________________________ Fax: ________________________

E-mail contact: _________________________________________________________

Section II: To be completed by the IRB

The waiver request was reviewed by Full IRB review on _____________.

The IRB has determined that the following criteria have been met (please check all that

apply):

______There is an adequate plan to protect the identifiable information from improper

use and disclosure.

______There is an adequate plan to destroy identifiers at the earliest opportunity

consistent with conduct of the research, unless there is a health or research justification

for retaining the identifiers or such retention is otherwise required by law.

______The researcher’s signature above provides adequate written assurances that the

protected health information will not be reused or disclosed to any other person or

entity, except as required by law, for authorized oversight of the research study, or for

other research for which the use or disclosure of protected health information would be

permitted by this subpart.

______The research could not practicably be conducted without the requested waiver

of authorization.

______The research could not practicably be conducted without access to and use of

the protected health information and there is no viable alternative manner which does not

require a waiver to conduct this research.

IRB Determination:

The above criteria have been met and the request is APPROVED___________

Some of the criteria have not been met and the request is DENIED__________

Signature of IRB Officer _____________________________

Date of IRB Action: _________________________________

